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REMARKS/ARGUMENTS 

Applicant seeks entry of the proposed amendment to place the claims in condition for 

allowance or better condition for appeal. As proposed, previously presented Claim 1 is 

amended to incorporate all the limitations of previously presented dependent Claim 12 and 

Claim 12 is canceled. Upon entry of the proposed current amendment to Claim 1, Czech 

Republic Application No. PV 2002-2906, filed August 27, 2002, describes and enables the 

full scope of the proposed claims in accordance with 35 U.S. C. § 112, first % Thus, 

Applicant perfects its claim under 35 U.S.C. § 1 19 for benefit of its August 27, 2002, foreign 

filing date and antedates the earliest filing date of Mukarram (U.S. Patent 7,291,735 B2, 

issued November 6, 2007), Mukarram (WO 2005/012300 Al, published February 10, 2005), 

and Mukarram (U.S. Patent Application Publication 2008/0051581, published February 28, 

2008). 

The Examiner previously declined to grant Applicant its claim for benefit under 35 
U.S.C. § 1 19 allegedly because the subject matter defined Applicant's previous presented 
claims is "not the same invention" (Office Action (OA), dated December 12, 2008, If 2, p. 2) 
as that described in Czech Republic Application No. PV 2002-2906, filed August 27, 2002. 
For benefit under 35 U.S.C. § 1 19, Applicant's Czech priority document need only contain a 
written description of the claimed invention, and of the manner and process of making and 
using it, so as to enable any person skilled in the art to make and use the same, as required by 
35 U.S.C. § 112, 1 st If. While Applicant disagrees with the Examiner's apparent finding and 
conclusion that the full scope of its previously presented claims is not adequately described 
and enabled by the Czech priority document without Examples 5-6 and Figures 4-5 of the 
present Application, the Examiner should nevertheless find in the Czech priority document 
provides an adequate written description of, and enabling disclosure for, the full scope of the 
subject matter of proposed amended Claim 1 which incorporates all the limitations of 
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previously presented dependent Claim 12. The subject matter defined by Applicant's 
presently proposed amended Claims 1, 3, 5, 6, 8, and 10 is supported by the written 
descriptions and enabling disclosures common to both the present Application and the Czech 
priority document comprising Examples 1-4, with or without additional Examples 5-6 and 
Figures 4-5. 

Applicant's claim for benefit under 35 U.S.C. § 1 19 should be granted for Applicant's 
previously presented dependent Claims 12, 5, 6, and 10 whether or not the proposed 
amendment is entered. The solvents of previously presented Claims 12, 5, 6, and 10 are 
selected from the group consisting of 2-propanol, n-butyl acetate, and mixtures thereof and 
are supported by the Specification, claims, and Examples 1-4 common to both this 
Application and its Czech priority document. 

All proposed amended claims and previously presented dependent Claims 12,5,6, 
and 10 are supported by both Applicant's original Specification and the disclosure of Czech 
priority document. No new matter has been added. 

Rejection under 35 U.S.C. $ 1 12. 1 st If 

Previously presented Claims 1-6 and 8-12 stand rejected under 35 U.S.C. § 112, 1 st If, 
"for reason of record [sic]" (OA, f 5, pp. 2-3). The Examiner argues (OA, p. 3; Examiner's 
emphasis): 

The burden is . . . Applicant's to provide the office with clear, precise and convincing 
evidence what is the "product" being made, how is [sic] the steps and process of 
making demarcated from the prior art and what is novelty or unobviousness critical 
from the prior art and limited to the operability of the claims. Mere allegation that 
there is overwhelming evidence supporting applicants' claims, when the specification 
was not identical to the priority documents, when there is overwhelming confusing 
prior art made of record, does not obviate the rejection. Factual support must be 
provided to indicate whether identical or different products were made, and under 
what specific operability was [sic] the products made and such limitation 
commensurate to the operability must be found in the claims [sic]. 

Applicant's response to the rejection is hampered by the Examiner's erroneous conclusions 

with regard to the situs of the burden of proof, the Examiner's inclination not to consider the 
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evidence of record as a whole, the Examiner's clearly erroneous findings of fact, and the 
Examiner's error-based conclusions. 

First, the PTO, not Applicant, has the initial burden of proof to show that Applicant's 
claims are unpatentable under 35 ILS.C. § 1 12, 1 st % The Examiner has the initial burden to 
explain why it doubts the truth or accuracy of statements made in Applicant's Specification 
and to back up its assertions with evidence and reasoning. In re Marzocchi, 439 F.2d 220, 
223-224 (CCPA 1974). The Examiner must initially provide a reasonable basis for 
questioning enablement and operability. Applicant's Specification is to be presumed 
accurate, enabling, and operative unless the Examiner shows otherwise. In re Marzocchi, 
439 F.2d at 224. 

Second, Applicant has shown that the prior art of record, namely Bousquet, Badore, 
and Lifshitz-Liron, corroborates the statements in Applicant's Specification that crystalline 
Form I prepared in accordance with the method claimed and supporting Examples 1-4 has the 
physical and chemical properties described and disclosed. The only evidence of record 
contrary to Applicant's teaching is Mukarram which is not prior art to the subject matter 
Applicant claims, prospective in nature, and inconsistent with the prior art cited therein. 

Third, Applicant's Specification provides Examples 1-4 which are commensurate in 
scope with the subject matter defined by Applicant's previous dependent and proposed 
amended claims. Applicant's Specification reasonably appears to describe and enable 
persons having ordinary skill in the art to make and use the full scope of the claimed subject 
matter. 

Fourth, the evidence in Bousquet, Badore, and Lifshitz-Liron to which Applicant has 
directed the Examiner's attention is entirely consistent with Applicant's disclosure and 
inconsistent with much of Mukarram' s disclosure. The evidence of record overwhelmingly 
supports Applicant's disclosure and cannot be arbitrarily labeled a "mere allegation" (OA, p. 
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3). The evidence of record supporting Applicant's disclosure is well-known objective 
evidence which was presented without prejudice and has been respected for its credibility. 
The objective evidence of record supports Applicant's disclosure. 

Fifth, the subject matter of Applicant's proposed claims and previously presented 
dependent claims is common to both Applicant's present Specification and its Czech priority 
document. That subject matter is described and enabled by both the earlier filed and later 
filed Specifications. 

In short, Applicant's have pointed to considerable evidence of record which 
consistently supports Applicant's disclosure. The Examiner denies that there is any support 
whatsoever for the statements in Applicant's disclosure. The Examiner has not explained 
why the prior art evidence is incredible, why the evidence in Applicant's Specification 
consistent therewith is incredible, or why Mukarram's unsupported recent differing 
statements undermine information and knowledge established in the art. In this case, the 
Examiner's willingness to maintain the Section 112 rejection is itself incredible, unsupported 
by evidence, and contrary to law. The rejection should be withdrawn. 

Rejection under 35 U.S.C. § 102(e) over Lifshitz-Liron or Mukarram 

Claims 1-6 and 8-9 stand rejected under 35 U.S.C. § 102(e) over Lifshitz-Liron (U.S. 
Patent 7,074,928 B2, issued July 11, 2006) of Mukarram (WO 2005/012300, published 
February 10, 2005). Applicant's proposed amendments to Claim 1 incorporate all the 
limitations from non-rejected Claim 12. The Examiner should therefore conclude that 
proposed amended Claim 1 and Claims 3, 5, 6, 8 and 10 dependent thereon are patentable 
over Lifshitz-Liron and Mukarram as are previously presented dependent Claims 10-12. In 
that all Applicant's proposed amended claims further limit the subject matter of previously 
presented dependent Claim 12, the Examiner should enter Applicant's proposed Claims 1, 3, 
5, 6, 8, and 10 and withdraw the rejections over Lifshitz-Liron and Mukarram. 



7 



Application No. 10/525,341 

Reply to Office Action of December 12, 2008 

Rejection under 35 U.S.C. § 103 in view of Lifshitz-Liron, Mukarram, Bardore and Bousquet 

Claims 1-6 and 8-12 stand rejected under 35 U.S.C. § 103 over Lifshitz-Liron (U.S. 
Patent 7,074,928 B2, issued July 11, 2006) or Mukarram (WO 2005/012300, published 
February 10, 2005), in view of Bousquet (U.S. Patent 6,429,210 Bl, issued August 6, 2002) 
or Badore (U.S. Patent 4,847,265, issued July 11, 1989). Applicant has incorporated the 
limitations of previously presented dependent Claim 12 into proposed amended independent 
Claim 1 and renewed its claim for benefit under 35 U.S.C. § 1 19 of the August 27, 2002, 
filing date of its Czech priority document therefore. Accordingly, the earliest filing date of 
Mukarram has been antedated with respect to previously presented dependent Claims 12, 5, 
6, and 10 and proposed amended Claims 1, 3, 5, 6, 8 and 10 wherein the solvent is selected 
from the group consisting essentially of 2-propanol, n-butyl acetate, and mixtures thereof. 
The Examiner found (OA, f 7, pp. 4-5): 

(1) Lifshitz-Liron teaches that Form I may be crystallized from ethers (col. 7-8, 
bridging 1) and alcohol (col. 20-21, Exs. 18-25); 

(2) Mukarram crystallized Form I from an ester, 

(3) Badore and Bousquet crystallized Form I from acetone, and 

(4) Mukarram teaches "that variation of solvents will produce product [sic] 
[which] differ by degree of purity (p. 3)". 

Based on those findings, the Examiner concludes that it would have been prima facie obvious 
to crystallize Form I from a mixture of solvents selected from alcohols and esters (OA, p. 5). 

First, Mukarram is not prior art. Moreover, the only ester Mukarram suggests for use 
as the crystallizing solvent for Form I is ethyl acetate (Mukarram, p. 5; p. 6, Claims 5 and 6). 
Mukarram teaches that a "[sjingle solvent like isopropyl alcohol, isopropyl ether, 2-butanol 
etc. afforded mixture of Form-I and Form-II" (Mukarram, p. 3, first full K). Lifshitz-Liron 
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teaches that Form I may be crystallized from a mixture comprising a major amount of ether 
and a significantly lesser amount of methanol or ethanol (col. 20-21, Exs. 18-25). 

Thus, the prior art cited against Applicant's claims does not reasonably suggest that 
Form I may be crystallized from a solvent or mixture of solvents generally comprising esters, 
from alcohols other than methanol or ethanol, from an alcohol itself, or from any mixture of 
solvents comprising a significant amount of an alcohol. Since previously presented Claim 12 
and proposed amended Claim 1 which incorporates all the limitations of previously presented 
Claim 12, require a solvent to be selected from the group consisting 2-propanol, n-butyl 
acetate, and mixtures thereof, the applied prior art would not have reasonably suggested that 
Form I might or could be successfully crystallized from any one of the solvents or mixtures 
of solvents employed in a process of proposed amended Claim 1 or previously presented 
Claim 12. 

To the contrary, Lifshitz-Liron teaches and shows that the particular form or forms of 
clopidogrel hydrogen sulphate crystallized or precipitated from a solvent is depend upon the 
particular choice of solvent and/or solvent mixture employed. See Lifshitz-Liron, columns 7- 
12 and its examples. Undue experimentation would have been required for persons having 
ordinary skill in the art to determine which particular undisclosed solvents or mixtures of 
solvents would be effective for crystallizing Form I. Applicant asks the Examiner to revisit 
the comments regarding the overall teaching of Lifshitz-Liron in Part 2B, pages 6-10, of the 
Amendment filed August 22, 2008. The art most certainly is unpredictable in nature. The 
Examiner appears to agree. Persons having ordinary skill in the art most certainly would 
have required guidance and direction in selecting appropriate solvents for crystallizing Form I 
rather than the "invitation to experiment" the applied prior art provides. 

In light of Applicant's renewed claim under 35 U.S.C. § 1 19, Mukarram is not prior 
art with regard to previously presented Claims 12, 5, 6, and 10 and proposed amended Claims 
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1, 3, 5, 6, 8, and 10. The proposed amendments should be entered. Previously presented 
Claims 12, 5, 6, and 10 and proposed amended Claims 1, 3, 5, 6, 8, and 10 are all patentable 
over the applied prior art and should be sent to issue. 

Rejection under 35 U.S.C. § 102(g) over Mukarram 

Claims 1-6 and 8-9 are newly rejected under 35 U.S.C. § 102(g) over Mukarram (U.S. 
Patent Application Publication 2008/0051581 Al, published February 28, 2008. Mukarram 
is not prior art with regard to previously presented Claims 12, 5, 6, and 10 and proposed 
amended Claims 1, 3, 5, 6, 8, and 10 which incorporate all the limitations of previously 
presented Claim 12 into proposed amended Claim 1. The Examiner did not reject previously 
presented dependent Claims 10-12 under 35 U.S.C. § 102(g) over Mukarram. Therefore, 
proposed amended Claims 12, 3, 5, 6, 8, and 10 which incorporate all the limitations of 
previously presented dependent Claim 12 should be patentable over Mukarram. 

Applicant has perfected its claim for benefit of the August 27, 2002, foreign filing 
date of its Czech priority document. Therefore, Mukarram is not prior art under 35 U.S.C. § 
102(a), (b), or (e). Moreover, Mukarram is not prior art under 35 U.S.C. § 102(g). 
Mukarram is not a U.S. patent. Mukarram's claims have not been patented. Mukarram is a 
published application, and its claims are part of the publication thereof. Claims 20-29 of 
Mukarram have no patentable significance under 35 U.S.C. § 102(g) and cannot bar 
patentability of Applicant's claims in the absence of interference proceedings. Mukarram's 
published claims have been antedated. Moreover, Mukarram's published claims are not 
directed to subject matter encompassed by Applicant's previously presented Claim 12 or 
proposed amended Claim 1 . 

For the reasons stated herein, the Examiner is urged to enter proposed amended 
Claims 1, 3, 5, 6, 8, and 10 and pass the claims to issue. In the alternative, the Examiner is 
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urged to enter proposed amended Claims 1, 3, 5, 6, 8, and 10 to placed the finally rejected 
claims in better condition for appeal. 
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